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Disclosures



“Rational Dispersion”
•Coined by Ralph Brindis, Past President ACC, Spring 
2011- to describe a methodology for the introduction of new 
technology into clinical medicine.
•“Rational Dispersion” of TAVR into centers with sufficient 
experience and patient volume to maintain the reported 
results of the PARTNER Trial in inoperable and/or high risk 
patients with aortic stenosis.

Concept for Introduction of TAVR 
Into the U.S.



JAMA, November 16, 2011—Vol 306, No. 19



Rational Dispersion of New 
Medical Devices

SAFETY
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• Qualified Institutions
• Multidisciplinary Heart Team
• National Valve Registry

Concepts for the “Rational 
Dispersion” of TAVR 

Technology



• Professional Society Overview
• Joint Testimony Before FDA Expert Panel
• Expert Consensus Document (12 societies)
• Joint Educational Courses
• Joint Operator and Credentialing Guidelines (4 societies)
• Formation of a National TVT Registry for TAVR
• Request for National Coverage Determination

STS and ACC Professional 
Society Joint Initiatives



• July 20, 2011: Testimony by STS and ACC in Public 
Session of FDA Expert Panel

• September 22, 2011: Request for National Coverage 
Determination

• November 2011–March 2012: Peer Reviewed Publications
• Professional Society Overview
• Expert Consensus Document
• Center and Operator Credentialing Guidelines

• December 1, 2011: TVT Registry
• May 1, 2012: NCD Issued to cover any FDA approved 

Indication

Professional Society 
Involvement Timeline
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4 Societies
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• Creation of a generic platform
• Infrastructure for:

• Pre market IDE device submission
• Post market surveillance
• “Off indication” evaluation
• Usable for different devices and device iterations

• Develop comprehensive infrastructure for disease management
• Comparative effectiveness analysis
• Cost effectiveness research
• Appropriateness of care analysis
• Quality monitoring
• Performance improvement opportunity
• Observational and hypothesis-driven studies of “real world” practice
• Clarify proper indications for TAVR

STS-ACC National TVT 
Registry 

The Vision



• National Registry of ALL TAVR
• Joint Program

• STS Adult Cardiac Surgery Database
• Present in 95% of the >1,100 U.S. Heart Surgery Centers
• >4 Million records

• ACCF-NCDR
• Present in 80% of ~1,500 U.S. Interventional Catheterization Labs
• >7 Million records

• New TAVR registry to be harmonized with both 
databases

• Linkage with CMS administrative database

STS-ACC National TVT 
Registry 

What Is It ?



• Professional societies have been instrumental in the 
introduction of TAVR into the U.S.

• Multi-stakeholder cooperation has been key in successful 
launch

• National TVT registry has been constructed and is 
actively enrolling patients

• NCD has mandated national registry enrollment
• PAS-2 for PARTNER B is nested in the TVT Registry  

Summary
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